Recent network meta-analyses have raised concerns about the safety of biodegradable polymer drug-eluting stents (BP-DES) compared with durable polymer everolimus-eluting stents (DP-EES).
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Methods | The study design and baseline characteristics were previously described. 4 Between May and October 2011, patients scheduled for DES implantation were enrolled without any exclusion criteria and randomly assigned to BP-BES or DP-EES implantation in all target lesions scheduled for stenting. Ethics committees at each center approved the study and participants provided written informed consent.
The 2-year follow-up concluded in December 2013 and was planned as a noninferiority analysis of the primary safety and efficacy outcomes. The 2-year report had 71% power at a 1-sided α level of .006 for demonstrating noninferiority of BP-BES relative to DP-EES for the primary safety end point of death or MI with a 2.9% noninferiority margin for the anticipated event rate of 8.1%. 4 The analysis had 98% power at a 1-sided α level of .025 for demonstrating noninferiority of BP-BES relative to DP-EES for the primary efficacy end point of TLR with a 3.4% margin for the anticipated event rate of 6.9%.
4
Variables were compared with the χ 2 test or Fisher exact test, and the t test or the Wilcoxon rank sum test as appropriate. Clinical outcomes were analyzed as intention to treat. Patients who did not complete the 2-year follow-up were censored at drop out. Each end point was assessed by the KaplanMeier method and compared by the log-rank test or Cox proportional hazards model. Statistical analyses were performed with JMP version 10 and SAS version 9.3 (SAS Institute Inc).
All P values were 2-sided and P < .05 was regarded as statistically significant, except for the 1-sided P values in the noninferiority analysis.
Results | Of 3235 patients with 4069 lesions, 1617 were assigned to receive BP-BES and 1618 to DP-EES. Two-year follow-up was completed in 3184 patients (98.4%). Dual antiplatelet therapy was maintained in a large proportion of patients at 2 years in both groups (69% vs 70%, P = .58). Treatment with BP-BES was demonstrated to be noninferior to DP-EES for death or MI (7.8% vs 7.7%, respectively; difference of 0.14% [upper 99.4% CI, 2.5%]; noninferiority P = .003) and TLR (6.2% vs 6.0%, respectively; difference of 0.28% [upper 97.5% CI, 2.0%]; noninferiority P < .001). The cumulative 2-year incidence rates of death or MI and TLR were not significantly different between the groups (Table and Figure) . No differences were found in prespecified secondary outcomes between groups (Table) .
Discussion | Network meta-analyses have suggested that BP-DES had an excess risk for stent thrombosis or MI compared with DP-EES.
1-3 Furthermore, one study suggested that BP-DES was associated with excess mortality beyond 1 year compared with DP-EES. 1 However, no randomized trials of BP-DES vs DP-EES have reported clinical outcomes beyond 1 year. In NEXT, the safety and efficacy outcomes of BP-BES were noninferior to those of DP-EES at 2 years. However, 2 years is not long enough to confirm the long-term safety of BP-BES, and the study was underpowered for the interim analysis. Follow-up at 3 years will be important.
Possible reasons for the discrepancy between this study and the network meta-analyses include absence of trials comparing long-term outcomes of BP-DES with DP-EES directly, pooling of several different BP-DES as a class, different risk profiles of enrolled patients across trials, and the wide variation in the ages of the trials, with changes in clinical practices such as duration of dual antiplatelet therapy. Other limitations include that patients with MI were underrepresented in our sample and event rates were less than expected. 
